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DETAILED ACTION 
Status 

Claims 1-33 are currently pending in the instant application. 
This application is a 371 of PCT/EP03/ 10799. 

The preliminary amendment filed on March 28, 2005, amending claims 4-8, 10-15, 19, 
25-29 and 31 is acknowledged. 

Election/Restriction 

Applicant's election with traverse of Group III, Claims 1 and 33, drawn to a composition 
comprising a modulator/effector molecule of a nucleic acid molecule with an identification 
number of CG7042, which comprises a cDNA (GenBank Accession No. NM_080876) encoding 
a protein SKRPl (stress-activated protein kinase pathway-regulating phosphatase 1) having dual- 
specificity phosphatase activity and a kit comprising said modulator, and an invention of a 
human gene encoding a protein of SKRP (NM_080876) in the response filed on September 18, 
2007 is acknowledged. 

The traversal is on the ground(s) that examination of Group III with Group Vll (drawn to 
a method of making a medicament by using modulator of a nucleic acid molecule) would be no 
burden of search for the coexamination of the groups III and VII simultaneously, as they are 
linked to form a single general inventive concept. 

This is not found persuasive because elected Group III is drawn to a product but Group 
VII is drawn to a method of use of said product. As discussed previously in the restriction 
requirement (mailed on 5/18/2007), the inventions of Groups I-XIX, do not relate to a single 
general inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the 
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same or corresponding special technical feature because the technical feature linking Groups 1- 
XIX appears to be that they all relate to nucleic acids or proteins involved in the regulation of 
energy homeostasis. However, the nucleic acids and proteins involved in the regulation of 
energy homeostasis were known in the art. For example, Mayers et al. (2001) teach a dual 
specificity phosphatase protein (same as instant application) and uses thereof, which is known in 
the art (that is the elected gene encoding protein). Thus, a DNA or protein and uses thereof, does 
not make contribution over the prior art. Therefore, all the Groups lack unity of invention. 
Besides, while the search necessary for examination of all the groups overlaps it is not 
coextensive, examination of Group VII would require search of subclasses unnecessary for the 
search of Group III. 

Applicants fiirther traverse for electing inventions i.e. one of the cDNA set forth in Table 
1, wherein the elected cDNA is for human SKRP protein (NM_808076) without any argument. 
Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement of the cDNA of Table 1, the election has been treated as an election 
without traverse (MPEP § 818.03(a)). 

In addition, examining Group VII and all the cDNAs of Table 1 with elected Group III 
and SKRP cDNA, would create a serious search burden to the Office. Furthermore, the search is 
not limited to only patent database but also includes large non-patent databases. Searching 
Groups III and VII as well as all the cDNAs, and analyzing the vast search results fi-om both 
patent and non-patent databases imposes a serious search burden on the Examiner. As restriction 
is clearly permissible even among related inventions as defined in MPEP 808 and 35 U.S.C. 121 
allows restriction of inventions, which are independent or distinct. 
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The requirement is still deemed proper and is therefore made FINAL. 

Claims 2-32 are withdrawn from fiirther consideration pursuant to 37 CFR 1.142(b), as 
being drawn to a nonelected invention. Applicant timely traversed the restriction (election) 
requirement in communication filed on 9/18/2007. 

Claims 1 and 33 are under consideration and are being examined herein. 

Priority 

Acknowledgement is made of applicants claim for foreign priority of application EP 
02021916.8 filed on 9/27/2002. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 3/28/2005 is acknowledged. 

The submission is in compliance with the provisions of 37 CFR 1.97. Accordingly, the 
information disclosure statement is considered by the examiner. The signed copy of IDS is 
enclosed herewith. 

Drawings 

Drawings submitted on 3/28/2005 are accepted by the Examiner. 

Claim Objections 

Claims 1 and 33 are objected to as encompassing non-elected subject matter. 
Appropriate correction is requested. 

Claims 1 and 33 are objected to in the recitation CG7042; as abbreviations should not be 
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used without at least once fiilly setting forth what they are used for. Appropriate correction is 
required. 

Claim Rejections - 35 USC § 112 (T^) 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

Claims 1 and 33 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claims 1 and 33 are drawn to a pharmaceutical composition 
comprising a modulator/effector of said nucleic acid molecule, wherein said nucleic acid 
molecule encodes a CG7042 protein or/and a functional fragments thereof, or a kit comprising 
said modulator, which modulates said nucleic acid molecule, which is confusing. What is 
CG7042? Is it a nucleic acid molecule or something else? The Examiner assumes that CG7042 is 
an identification number of a cDNA (GenBank Accession No. NM_808076) encoding a protein 
SKRPl (stress-activated protein kinase pathway-regulating phosphatase 1) having dual- 
specificity phosphatase activity. Clarification is required. 

Claims 1 and 33 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
and vague for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In the present instance, claim 1 drawn to "A pharmaceutical 
composition comprising a modulator/effector molecule of nucleic acid molecule of CG7042, 
which is corresponding to a GenBank Accession No. NM_808076 (see response of dated 
9/18/2007), and a kit comprising said GenBank Accession No. NM_808076, which is confusing. 
What is CG7042? Is it a nucleic acid molecule or something else? The Examiner assumes that 
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CG7042 is an identification number of a cDNA (GenBank Accession No. NM_808076) 
encoding a protein SBCRPl (stress-activated protein kinase pathway-regulating phosphatase 1) 
having dual-specificity phosphatase activity. However, GenBank accession number is also 
indefinite because as known in the art, entries in GenBank can maintain the accession number 
even if there are modifications in the sequence. Therefore, CG7042, which is correspond to the 
GenBank accession number renders the instant claims indefinite in view of the fact that the 
sequence in the accession number may vary. In fact the same GenBank Accession No. 
NM_808076 has two gi numbers, 1) 1825447 (1275 bp mRNA) and 2) 31377625 (5183 bp 
mRNA), i.e. the two cDNAs are completely different (see attached gi document). It is unclear as 
to which sequence is referred to by the applicants as CG7042. Clarification is required. 



Claim Rejections - 35 USC § 112 (f\ Written description) 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly cormected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of canying out his invention. 

Claims 1 and 33 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Claims 1 and 33 are directed to drawn to a pharmaceutical composition comprising a 
modulator/effector molecule of a nucleic acid molecule with identification number of CG7042 
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that comprises a cDNA (GenBank Accession No. NM_080876) encoding a human protein 
SBCRPl (stress-activated protein kinase pathway-regulating phosphatase 1) or/and a functional 
fragments thereof having dual-specificity phosphatase activity and a kit comprising said 
modulator. 

The Court of Appeals for the Federal Circuit has recently held that a "written description 
of an invention involving a chemical genus, like a description of a chemical species, 'requires a 
precise definition, such as by structure, formula [or] chemical name,' of the claimed subject 
matter sufficient to distinguish it from other materials." University of California v. Eh Lilly and 
Co., 1997 U.S. App. LEXIS 18221, at *23, quoting Fiers v. Revel, 25 USPQ2d 1601, 1606 (Fed. 
Cir. 1993). To fully describe a genus of genetic material, which is a chemical compound, 
applicants must (1) fully describe at least one species of the claimed genus sufficient to represent 
said genus whereby a skilled artisan, in view of the prior art, could predict the structure of other 
species encompassed by the claimed genus and (2) identify the common characteristics of the 
claimed molecules, e.g., structure, physical and/or chemical characteristics, functional 
characteristics when coupled with a known or disclosed correlation between function and 
structure, or a combination of these (paraphrased from Enzo Biochemical). 

Thus, Claims 1 and 33 are directed to a composition comprising any modulator/effector 
molecule of any nucleic acid molecule of GenBank Accession No. NM_080876 having two 
sequences encoding a human polypeptide or/and a fiinctional fragments thereof and a kit 
comprising said modulator, wherein said modulators and said nucleic acids structures are not 
fully described in the specification. No information, beyond the characterization that said 
modulator modulates any nucleic acid molecule of GenBank Accession No. NM_080876 
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encoding a protein or/and a fragments thereof, which would indicate that applicants had 
possession of the claimed genus of any modulator of any nucleic acid molecule of GenBank 
Accession No. NM_080876, which includes fragments, variants and analogues. The specification 
does not contain any disclosure of the structure of all the fragments, variants or analogues of any 
modulator, which modulates any nucleic acid molecule of GenBank Accession No. NM_080876. 
The genus of any modulator, which includes any aptamers, any antisense molecules, any RNAi 
molecules, or any ribozymes of any nucleic acid molecule of GenBank Accession No. 
NM_080876 is a large variable genus including many fragments, variants and analogues, which 
can have wide variety of structures. Therefore, many structurally unrelated modulators are 
encompassed within the scope of the claims. The specification does not disclose any 
representative species of the claimed genus, i.e. any modulator, which includes any aptamers, 
any antisense molecules, any RNAi molecules, or any ribozymes of any nucleic acid molecule of 
GenBank Accession No. NM_080876, which is insufficient to put one of skill in the art in 
possession of the attributes and features of all species within the claimed genus. Therefore, one 
skilled in the art cannot reasonably conclude that applicant had possession of the claimed 
invention at the time the instant application was filed. 

In addition, the specification discloses two representative species of the claimed genus of 
GenBank Accession No. NM_080876 modulated by the modulator, which is insufficient to put 
one of skill in the art in possession of the attributes and features of all species within the claimed 
genus. Therefore, one skilled in the art cannot reasonably conclude that applicant had possession 
of the claimed invention at the time the instant application was filed. 
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Applicant is referred to the revised guidelines concerning compliance with the written 
description requirement of U.S.C. 1 12, first paragraph, published in the Official Gazette and also 
available atwww.uspto.gov. 

Claim Rejections - 35 USC§112 (f. Scope of Enablement) 

Claims 1 and 33 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a pharmaceutical composition comprising two nucleic 
acid molecules encoding a polypeptide SKRPl having dual-specificity phosphatase from human 
and expression of mRNA of said nucleic acid molecule having dual-specificity phosphatase 
activity, does not reasonably provide enablement for a pharmaceutical composition comprising 
any modulator/effector molecule of any nucleic acid molecule of GenBank Accession No. 
NM_080876 encoding a polypeptide or/and a fiinctional fi-agments thereof having dual- 
specificity phosphatase activity and a kit comprising said modulator. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention commensurate in scope with these claims. 

Factors to be considered in determining whether undue experimentation is required are 
summarized in In re Wands (858 F.2d 731,737, 8 USPQ2nd 1400 (Fed. Cir. 1988)) as follows: 

(1) quantity of experimentation necessary, (2) the amount of direction or guidance 
presented, (3) the presence and absence of working examples, (4) the nature of the invention, (5) 
the state of prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. The factors, which have, lead the 
Examiner to conclude that the specification fails to teach how to make and/or use the claimed 
invention without undue experimentation, are addressed below: 

The breadth of the claims: 
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Claims 1 and 33 are so broad as to encompass a pharmaceutical composition comprising 
any unknown modulator/effector molecule of any nucleic acid molecule of GenBank Accession 
No. NM_080876 encoding a polypeptide SKRPl or/and any functional fragments thereof having 
dual-specificity phosphatase activity and a kit comprising said modulator. 

The scope of the claims is not commensurate with the enablement provided by the 
disclosure with regard to the extremely large number of modulators of any nucleic acid molecule 
of GenBank Accession No. NM_080876 encoding a polypeptide SKRP or/and a functional 
fragments thereof having dual-specificity phosphatase activity for making said composition and 
a kit comprising said modulator broadly encompassed by the claims. The modulators of nucleic 
acids includes any aptamers, any antisense molecules, any RNAi molecules, or any ribozymes of 
said nucleic acid molecule, which requires a knowledge of and guidance with regard to which 
modulators to be used and detailed knowledge of the ways in which the modulators structure 
relates to its function . However, in this case the disclosure is not limited to structure of any 
modulators of said nucleic acid but rather the generic names of any aptamers, any antisense 
molecules, any RNAi molecules, or any ribozymes. The specification fails to provide sufficient 
teaching such as unifying common feature, or structural and functional relationship, of any 
modulators for successful use, which would allow predicting from different structures. 

The amount of direction or suidance presented and the existence of workins examples: 

The specification discloses two nucleic acid molecules encoding a polypeptide SKRPl 
having dual-specificity phosphatase from human and expression of mRNA of said nucleic acid 
molecule. However, the specification fails to provide any clue as to the structural elements 
required in any modulator/effector molecule of any nucleic acid molecule of GenBank Accession 
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No. NM_080876 encoding a polypeptide SKRPl or/and any functional fragments thereof having 
dual-specificity phosphatase activity to be used in malting a pharmaceutical composition and a 
kit comprising said unknown modulator, or which are the structural elements in said modulators 
or the nucleic acid molecules to be used in the claimed composition and kit known in the art that 
are essential for successfully practice the claimed invention. No correlation between structure 
and function has been presented. 

The specification does not support the broad scope of the claims, which encompass a 
pharmaceutical composition comprising any modulator/effector molecule of any nucleic acid 
molecule of GenBank Accession No. NM_080876 encoding a polypeptide SKRPl or/and a 
functional fragments thereof having dual-specificity phosphatase activity and a kit comprising 
said modulator and the specification provides insufficient guidance as to which of the essentially 
infinite possible choices is likely to be successful. 

Thus, applicants have not provided sufficient guidance to enable one of ordinary skill in 
the art to make and use the claimed invention in a manner reasonably correlated with the scope 
of the claims broadly including a pharmaceutical composition comprising any modulator/ 
effector molecule of any nucleic acid molecule of GenBank Accession No. NM_080876 
encoding a polypeptide SKRPl or/and a functional fragments thereof having dual-specificity 
phosphatase activity and a kit comprising said modulator. The scope of the claims must bear a 
reasonable correlation with the scope of enablement (In re Fisher . 166 USPQ 19 24 (CCPA 
1970)). Without sufficient guidance, making a pharmaceutical composition or a kit comprising 
any modulator/effector molecule of any nucleic acid molecule of GenBank Accession No. 
NM_080876 encoding a polypeptide SKRPl or/and a ftinctional fragments thereof having dual- 
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specificity phosphatase activity having the desired biological characteristics is unpredictable and 
the experimentation left to those skilled in the art is unnecessarily, and improperly, extensive and 
undue. See In re Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubhc use 
or on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1 and 33 are rejected under 35 U.S.C. 102(b) as being anticipated by Tang et al. 
(WO 01/81590, Protein phosphatases, publication 11/1/2001, see IDS). Instant claim is drawn to 
a pharmaceutical composition comprising any modulator/effector molecule of any nucleic acid 
molecule of GenBank Accession No. NM_080876 encoding a polypeptide or/and a fiinctional 
fragments thereof having dual-specificity phosphatase activity together with pharmaceutical 
acceptable carriers, a kit comprising said modulator. 

Tang et al. teach a pharmaceutical composition comprising an agonist or antagonist of 
nucleic acid molecule encoding a polypeptide of 217 amino acids having dual specificity 
phosphatase activity, which is 100% identical to the protein encoded by the nucleic acid 
molecule (cDNA) of the instant application, wherein said antagonist is antisense molecule (see 
page 26, 43-44) of the coding region or regulatory region of said nucleic acid molecule that can 
be used for therapeutic purpose. Claim 33 is included in this rejection because a kit comprising 
said modulator of nucleic acid molecule is indeed a modulator of said nucleic acid molecule. 
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Tang et al. anticipate claim 33 because Tang et al. teach a modulator of said nucleic acid 
molecule and a pharmaceutical composition for use in therapy. Therefore, Tang et al. anticipate 
claims 1 and 33 of the instant application. 

Conclusion 

Status of the claims: 

Claims 1-33 are pending. 
Claims 2-32 are withdrawn. 
Claims 1 and 33 are rejected. 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Iqbal Chowdhury whose telephone number is 571-272-8 137. The 
examiner can normally be reached on 9:00-5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nashaat T. Nashed can be reached on 571-272-0934. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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US Patent and Trademark Office 
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